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People with Multiple Sclerosis living in 
the European Union could receive 
timelier access to safer and more 
efficient therapies and could become 
important partners in both the 
regulatory and the Health Technology 
Assessment processes of medicines. 
The key to turning these possible 
scenarios into reality is the better 
exploitation of so-called ?Real World 
Evidence? (RWE) data. This was the 
main conclusion of a European 
Parliament debate co-organised by the 
European Multiple Sclerosis Platform 
(EMSP) and MEP Cristian Bu?oi (EPP) 
on 7 March 2017.

The organisers proposed a pressing 
question to the multi-stakeholder 
attendance: ?Can Real Wor ld 
Evidence Dat a Advance t he Equit y of  
Healt h Care?? 

OBJECTIVE OF THE MEETING

We need bet t er  dat a for  bet t er  out com es! 

"There are no more doubts on the potential 
outcomes and benefits of data collection systems: 
being made fit for purpose, they could support 
more patient-relevant MS research through patient 
reported outcomes, allowing the emergence of 
better treatments and therapies for people with MS. 

MS data collection systems across Europe have 
been evolving over the last years and new registries 
were created but we need to encourage Member 
States to continue strengthening this approach. We 
can only do that by raising awareness among policy 
and decision makers of the potential and benefits of 
patient data and also by encouraging the European 
Commission to make more public funding available 
for this. At the moment, the lack of public funding 
for the existing registries threatens their long-term 
sustainability".

 

EMSP Ext ernal Af fairs Direct or , Chr ist oph Thalheim



OPENING

Being the host of the event,      
MEP Cr ist ian Bu?oi welcomed the 
participants and reinforced t he 
role policy m akers play in t he 
im provem ent  of  l ives of  people 
w it h m ult iple sclerosis and 
ot her  chronic condit ions.

MEP Bu?oi highlighted the 
contribution that quality data can 
make towards early diagnosis, 
informed treatment decisions and 
allocation of research funding in 
the area of multiple sclerosis.

"The question in the title of the panel 
discussion is: Can Real World Data 
Advance the Equity of Health Care 
in Europe? I believe it should drive 
us to reflect first and foremost at the 
use of data in the benefit of patients. 
Yes, I do agree that we need caution 
when using and giving medical data, 
but time has shown us through the 
electronic health record and chronic 
disease databases that this can be 
helpful and in the benefit of patients. 

The objective of our meeting today is 
to set out the importance of real 
world evidence data in public health 
care". 

MEP Cr ist ian Bu?oi 



Tim e m at t ers: t he ?Brain Healt h? policy in it iat ive   

dr iven by healt h care providers, healt h econom ist s and pat ient  advocat es  

The first part  of the event 
discussed t he im por t ance of  
ear ly diagnosis and f lexible 
t reat m ent  in preserving brain 
and spinal cord t issue ear ly in 
t he disease. 

The policy report ?Brain Health: 
time matters in MS? was used as 
starting point for the discussion. 
"Even in the early stages of multiple 
sclerosis, cognition, emotional 
well-being, quality of life, 
day-to-day activities and ability to 
work can be markedly affected by 
the damage occurring in the brain 
and spinal cord. As the disease 
progresses, increasing disability ? 
such as difficulties in walking ? 
imposes a heavy burden on people 
with multiple sclerosis and on their 
families". 

Ear ly ef fect ive t reat m ent  can 
preserve ?brain healt h? 

MS neurologist Gavin Giovannoni, 
lead author of Brain health: time 
matters in multiple sclerosis, gave 
a sobering description of the 
potential progression towards 
disability for someone with poorly 
managed MS ? at the most severe 
stage of disability, quality of life 
may be considered ?worse than 
death?. "We all lose brain volume as 
we age, but brain loss is accelerated 
in people with MS. Provision of early, 
effective treatment, however, can help 
to slow this decline and preserve 
brain health.

Responsibility for speeding up the 
delivery of health care and 
protecting the brain lies with us 
all: the person with MS, health care 
professionals, health care systems, 
regulators and politicians."
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Ear ly int ervent ion m akes 
econom ic sense 

Health economist Gisela Kobelt  
presented results from a recent study 
into the burden and cost of MS 
involving almost 17,000 patients from 
16 European countries. The costs of 
illness increased, on average, 
five-fold between mild and severe 
MS. Most study participants (95%) 
complained of fatigue and 70% had 
overwhelming cognitive difficulties. 
These symptoms start early in the 
disease course and may explain why 
many people with MS stop working 
before they experience physical 
impairment.

"Around 30-40% of patients of working 
age are not working due to MS ." Not 
surprisingly, as the disease 
progresses and disability increases, 
quality of life decreases and costs 
increase, in particular costs to 
society. Dr Kobelt concluded, 
therefore, that "from an economist's 
perspective, the results of the study 
point to the importance of early 
intervention."

Dat a f rom  regist r ies can f i l l  gaps 
in our  know ledge 

"MS registries can provide an 
opportunity to collect MS data 
from several countries in a uniform 
way", neurologist Maura Pugliat t i 
explained. 

The European Registry for Multiple 
Sclerosis (EUReMS) ? a project 
coordinated by EMSP and 
co-funded by the European 
Commission ? achieved a proof of 
concept on harmonization of data 
collection between 2011 and 2014. 
Gaps remain in our knowledge, 
though, and there is a need for a 
European Network of MS Registries 
that would facilitate minimal data 
sets from research funding bodies, 
regulators, health care payers, 
pharmaceutical companies and 
patient advocacy groups. 

At present, only a third of European 
patients receive the medication or 
therapy needed."Real world data can 
gather evidence which can fuel health 
care interventions and support the 
development of improved models of 
health care."

Dr  Gisela Kobelt

Dr  Maura Pugliat t i
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PANEL DISCUSSION: Could real wor ld evidence dat a becom e t he 
co-dr iver  of  regulat ory and reim bursem ent  decisions?   

The second part of the event 
brought together the 
perspect ives of  t he pat ient , 
regulat ors, healt h care 
providers and HTA bodies to 
discuss how real wor ld 
evidence dat a can becom e t he 
co-dr iver  of  regulat ory and 
reim bursem ent  decisions.

 EMSP already successfully 
launched a European Registry for 
Multiple Sclerosis as proof of 
concept back in 2011.

We are now looking into how the 
European Union Institutions can 
contribute to a standardised 
approach towards the creation 
and exploitation of real world 
evidence for better health care 
decisions. 

Chr ist oph Thalheim  from the European 
MS Platform outlined the potential 
benefits of gathering ?real world 
evidence? through a European network 
of MS patient registries. 

"The use of standardized core data 
would allow their temporary pooling 
and analysis, helping us to better 
understand the disease path in MS. 
Commonly agreed «minimum data 
sets» as standard for all MS registries 
can be installed as part of the planned 
European Network of national MS 
registries, databases and cohorts, but 
for this to happen we need political will 
and a reasonable level of funding via 
public/private partnerships. Ultimately, 
such a network of patient registries and 
other databases could work as a 
'one-stop provider for MS patient data' 
for all those cases in which national 
data collection does not provide 
sufficient numbers. "



?Real wor ld evidence? helps regulat ors m ake 
decisions 

Xavier  Kurz, Head of Surveillance and 
Epidemiology at the European Medicines 
Agency, listed some methods for collecting ?real 
world? data, that is, data obtained outside the 
constraints of randomized clinical trials.

 

 

Such data can help with decisions about a wide 
range of treatments, for example: 

- What are the long-term health benefits, 
compared with the standard treatment? 

- Does vaccination control the spread of 
infection? 

- Where is this drug being prescribed, and how 
many deaths are linked with its use?

In the long term, good real world evidence can 
help to improve the development and subsequent 
use of drugs (including better assessment of their 
efficacy and safety); it also provides a stronger 
basis for decisions by regulators and 
reimbursement agencies. 

Disabil i t y is expensive: long-t erm  dat a helps payers m ake 
decisions 

Are long-term data on MS really needed? Eva Havrdová 
(representing ECTRIMS, the European Committee for Treatment 
and Research in MS) maintained that some important questions 
cannot be fully answered without better data, for example: 

- How have disease-modifying treatments changed the 
course of MS? 

- How does early treatment influence the development of 
disability, compared with later treatment? 

- Does early treatment escalation change the prognosis, 
compared with late escalation? 

One thing we do know: disabil i t y cost s m oney, in terms of 
healthcare, late-stage care, disability pensions, loss of GDP and 
lost quality of life. Payers need to base their decisions on data 
from clinical studies (which leads to registration of drugs) and 
on real world data. 

Dr  Eva Havrdova



A m ove is needed f rom  Disease Regist r ies t o Pat ient  Regist r ies

Francois Houyez, Director of Treatment Information and Access at 
EURORDIS, gave an HTA perspective and started with introducing the 
reality of patients registries vs what patients expect from them

 

Real world evidence data is important for regulators and payers as 
indicat ors for  m easur ing healt h care int ervent ion out com es.

Why are Disease Registries important?

- To ensure that patients are fully instructed in the proper use of 
medicines 

- To align the interests of inventor firms with those of patients and 
the generic drug producers ?  interests that currently are 
diametrically opposed 

The debate also allowed representatives 
of patient organisations, regulators, 
health care providers and HTA bodies to 
discuss how real world can become the 
co-driver of regulatory and 
reimbursement decisions.

A commonly accepted scenario was that 
it could reduce t he cost s incur red by 
healt h care syst em s and im prove 
access t o m edicines. 
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CALL TO ACTION

EMSP, as t he m ain 
voice of  people w it h 
MS in Europe, CALLS 
for  m ore public 
funding available 
for  t he set -up and 
m aint enance of  
disease specif ic 
pat ient  regist r ies.

Real wor ld evidence dat a has the potential 
to:

1. Enable innovat ion  through a better 
understanding of treatment outcomes 

2. Identify and assess potential safet y 
issues 

3. Determine ef f icacy and pat ient  
relevance of  exist ing t herapies 

4. Enlarge and enr ich t he (dat a) base for  
EMA and /or payer decisions 

5. Opt im ise t he use of  m edicines through 
ongoing monitoring 

6. Reduce t he cost s of  t he healt hcare 
syst em s and improve access to medicines 

 

Temporary pooling and comparing 
of patient data from independent 
registries in different countries will 
be of great benefit to MS patients? 
advocacy work and can be applied 
to other diseases as well. With our 
push for a European Net work  of  
Nat ional MS Pat ient  Regist r ies we 
wish to encourage a growing 
number of MS registries to adopt  
t he sam e prot ocols of  dat a 
pooling and analysis for all those 
cases, where national data 
collection is insufficient.

The analysis of « real life » patient data on European level can provide 
some of the key answers required by, regulatory bodies, health care 
payers, medical researchers and patient advocates.

Chr ist oph Thalheim , EMSP
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